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AGENDA

L INTRODUCTORY REMARKS

FDA
Concil on Radionuclides and Radiopharmaceuticals (CORAR)
Medical Imaging Contrast Agent Association (MICAA)

IL GROUP 1

A. FDA Intent of Group 1 and Update

B RADIOPHARMACEUTICAL ISSUES
(CORAR Perspectives)

1. Nonclinical Group 1 Entry Criteria
Rationale & Definition of NOUEL Terminology
Pharmacology/Toxicology Animal Studies
Pharmacokinetics, Metabolism, Pharmacodynamics

2. Clinical Trial Information
Pharmacokinetics, Metabolism, Pharmacodynamics
Clinical Monitoring in Phase 1,2 & 3

c. CONTRAST DRUGS
(MICCA Perspsecitives)

1. Nonclinical Group 1 Entry Criteria
Rationale & Definition of NOUEL Terminology
Pharmacology~oxicology Animal Studies
Pharmacokinetics, Metabolism, Pharmacodynamics

2. Clinical Trial Information
Pharmacokinetics, Metabolism, Pharmacodynamics
Clinical Monitoring in Phase 1,2 & 3
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m. BLINDED READING

A. FDA Update

B. Industry Comments

Use of fully informed blinded reads or on site image interpretation in the
package insert

Iv. INDICATIONS AND CLINICAL DESIGN DISCUSSION

A. FDA Update

B. Industry Comments

1. Indication Categories
2. Clinical Benefit / Utility
3. Comparators
4. Standard of Truth

v. OPEN COMMENT

VI. ADJOURN



CBER
Sharon Risso

Rebecca Devine

George Mills

Mark Brunswick

Steve Falter

Bette Goldman

Betty Shaw

Oc
David Horowitz
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CDER
Jane Axelrad

Patricia Love

Victor Raczkowski

Brian Pendleton

Robert K. Leedham .

CDRH
Don Thompson



ATTENDEES

MICAA
Len Baum
Advanced Magnetics Blinded Reads

Gordon Brandt, M.D.
Sonus

Mark Carvlin
Bracco Diagnostics

Hank Goldstein, M.D.
Berlex Laboratories

James Keller
Mallinckrodt Inc.

Robert Morgan
DuPont Pharmaceuticals

Susan Olinger
Nuclear Cardiology

Rick Pate, M.D.
Berlex Laboratories

CORAR
Manuel Cerqueria, M.D.

Alan Kirschenbaum
Hymen Phelps

Robert Morgan
DuPont Pharmaceuticals

Adrian Nunn
Bracco Research

Susan Olinger
Nycomed Amersham

Marty Rosenberg, M.D.
DuPont Pharmaceuticals

Robert Siegler
DuPont Pharmaceuticals
American Society of Nuclear Cardiology

Richard White
Alpine Group

Richard White
Alpine Group
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